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Regulatory Environment Perspective

Department
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" Principal source of funds
for private efforts in
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Regulatory Environment Perspective

Department
of Energy

" Weapons management
" Waste management
" Basic science

" Principal source of funds
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Nuclear Regulatory
Commission

Nuclear materials focus
No focus on electricity

Wealth of nuclear
experience - retiring

No risk/reward paradigm
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Neither regulatory body is focused on nuclear
power as applied to production of electricity
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A Government/Venture Success Story
8 New drug applications

=

([ Y

+ Worthy products get to market in a timely manner

+ Works actively with the private sector

+ Informs the public with science-based information
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FDA New Drug Process

lllustration
Ela.psed Ca.pital Purpose Market Value Probability
-(I\-(Ier::g Reﬂa:lﬂgr:;ent P (Millions) of Continuing
. . Pre-human o
Pre-Clinical 1-5 $10-$50 validation $10-$20 10%
Phase | 1-2 $5-$20 Safety $10-$50 65%
Phase Il 2 $20-$50 Efficacy and dose $50-$100 50%
Phase I 3 $40-$100 Registration $200-$400 65%
NDA 1 $20-$50 Manufacturing $500-$1000 90%

5’5 Benefits: Orderly, Predictable, Finite, Conclusive
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Economic Recommendations

National carbon-tax

1) Source tax (not use)
2
3

4) Achievable, understandable,
. predictable

)
) Levels playing field
) Sets standards for economics
)
' Fee Based Review

1) No per hour charge back

2) Risk/reward consideration
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